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VERSION 1 - REVIEW 

REVIEWER Julie Darbyshire 
University of Oxford, UK 

REVIEW RETURNED 23-Nov-2013 

 

GENERAL COMMENTS 'Spoiled' questionnaires are common and this paper highlights well 
the difficulties some patients have when presented with 
questionnaires that don't allow them to exactly represent their 
personal experience. Allowing space for participants to qualify their 
quantitative answer may be a solution for future questionnaires. The 
article also highlights a need for better explanation of what 
information is being collected, and why.  
 
The authors quite rightly point out that all interviewees were female 
and that male participants may respond differently. Had the 
researchers interviewed men from their original study this would 
have been a more inclusive study however their discussion of this 
point is good, showing awareness of the limitations.  
 
The reason 'fear of fraud' offered for not taking part seems odd and I 
wonder if there is more that could be explained here if the 
researchers collected the information? Do the potential participants 
fear that the researchers could de-fraud them personally (for 
example, steal from them) or are there real concerns about research 
fraud in this population?  
 
On the whole I thought this was a well reasoned paper, well-written 
and appropriately aware of the limitations of both the population 
sample and potential researcher bias. 

 

REVIEWER Rhonda G. Kost MD 
Country The Rockefeller University Center for Clinical Translational 
Science  
United States of America 

REVIEW RETURNED 02-Dec-2013 

 

GENERAL COMMENTS 1. The title of the article is awkward and could be improved to 
enhance understanting. 2. Introduction, page 5, lines 23-7, 
the authors state that the patients were "highly satisfied;" 
please include the instrument/measure of that satisfaction 
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as it is part of the focus of the study. 3. On p 6, lines 36-40, 
please explain the decision to rank patients in descending 
order of the differences in pre/post measures. Could not one 
have examined the validity of the measures for any of the 
patients? 
 

This is an important paper as it highlights the possibility that 
"validated" instruments may not perform equally across different 
groups of patients, and the need to assess the validity of a given 
instrument for the target group under study. The issue of sharing the 
aims and logic of the investigators with the target population prior to 
completing the questionnaire, may require additional study to assess 
the impact and potential to introduce bias with those interventions. 

 

REVIEWER Jennifer Yessis 
Propel Centre for Population Health Impact, University of Waterloo 

REVIEW RETURNED 06-Dec-2013 

 

GENERAL COMMENTS This is a very interesting topic that has important implications for the 
future of research with the population being studied. I have reviewed 
the paper in detail. Below are some higher level comments, and I've 
also attached detailed comments using track changes.  
 
Abstract - a little more context of the interview study and how it was 
nested within the RCT would be helpful to situate the reader (in the 
setting too), were the well-validated pain scales validated for 
populations that participated in this study (elderly women)?. Is it 
essential to know the study aims in completing the study 
instruments? does it help to complete the study instruments if 
context about why the questions are being asked up-front? - a bit 
more context about the need to know the study aims in detail.  
-Is the implication listed in the abstract "educational materials 
addressing the differential logics should be developed and tested" 
the most essential implication or are there other implications - 
ensuring tools are validated for the population under study, 
conducting cognitive interviews if the tools haven't been validated 
with the population under study to understand how and why the 
respondents are answering questions the way they are before 
conducting the RCT, and perhaps including a qualitative component 
for participants to describe their experiences with the intervention, or 
evaluation and nest it within the RCT  
-Have the pain, health and mental health scales used for the RCT 
been tested with the age and gender of those included in the study? 
If so - have problems been reported in the literature with completing 
these assessments despite the validation information? Anything in 
literature about why that is?  
-Data collection - what types of data were collected on context? 
found that description hard to understand  
-Data analysis - what type of content analysis was done, what does 
analysed mean for this study? What was the overall approach used 
for data analysis  
-clarity on why it matters if participants know the study aims? I do 
understand the need to have rationale for the methods/questions 
asked...so that might lead to being clear on the study aims.  
 
Was there a scan of all of the quantitative data collected in the RCT? 
Was there more missing data than in younger populations? That 
might be an important finding to share. Did a large portion of the 
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questionnaires have additions and written context written on them? 
This would be a helpful analysis to better understand the qualitative 
findings too.  
 
Experiences can also be characterized on quantitative experience 
based surveys documenting their experience in the clinical research 
study every step of the way. (see Kost et al., 2011 - CTS; Kost et al, 
2013 NEJM; Yessis et al, 2012, CTS).  
 
 
Want to be clear on the validation of scales used in the study for the 
population being studied. What are some additional implications - 
conducting cognitive interviews with potential RCT members to ask 
how they interpret the questions and what influences them in 
responding; qualitative component to understand experiences, 
validating scales with population being studied to ensure that 
endpoints are appropriate with population being studied.  
 
Think this paper makes an important contribution and that with some 
modifications to make it a little clearer it will read very well. 

 

VERSION 1 – AUTHOR RESPONSE 

1. Response to comments of Reviewer Julie Darbyshire  

Thank you! The “fear of fraud” did not refer to research fraud in particular. We have added a sentence 

after the sentence with “fear of fraud” to explain what this refers to. We have stated:  

 

"A short time prior to the recruitment for the interview study there had been some robberies in the 

senior residency and there was heightened awareness with regards to possible scam calls."  

 

2. Reviewer Ronda G. Kost  

 

We changed the title to the following:  

"Clinical Trial Participants’ Experiences of Completing Questionnaires: A Qualitative Study"  

 

In the introduction we write "highly satisfied". To clarify your comment, we have made some changes 

to the text. This has been measured in the quantitative part of the study using a numeric rating scale. 

QIBANE did not find a significant difference for the average neck pain between the qigong and the 

waiting list group or the exercise group after three months. In addition, for all secondary parameters 

including quality of life, no significant differences were found between the groups. However, most 

study participants recommended their therapy. Twenty-nine percent of the patients in the qigong 

group and 23% in the exercise therapy group continued their intervention after the end of the study, 

paying for it out of their own pocket.  

Thus, we have changed the sentence to more accurately reflect the measure that was used. It now 

states:  

 

"However, almost all study participants indicated that they would recommend the therapy to others 

and some even chose to continue the interventions at their own expenditure."  

 

 

In the method's section you requested that we clarify sample selection. You are absolutely right. One 

could have examined the use of the measures with all participating subjects. The statement in the text 

was confusing. We tried to get a diverse sample that reflected the different experiences as depicted 

by the measures. We have changed the entire section as follows:  
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"In order to achieve a diverse selection of interview participants from the quantitative study (QIBANE) 

for the interview study, sampling was based on the results of the primary endpoint of the study. We 

wanted to ensure that the interview sample reflected the entire range of responses to the primary 

endpoint, which was decrease in neck pain as measured by the Visual Analogue Scale (VAS).[1] In 

addition, secondary endpoints such as the Neck Pain and Disability Scale (NPDS)[2] and the quality 

of life questionnaire SF-36 [3] were considered as secondary criteria for sample diversity. Thus, we 

created different groups of QIBANE participants: one group comprised of QIBANE participants who 

had indicated an improvement of symptoms between baseline and follow-up assessments, one group 

who had showed a worsening in symptoms, and a groupof thosethat had no change between 

baseline assessment and three month follow-up. In each group, a ranking was established that 

started with the individuals with the largest differences between both assessment points. Once the 

rankings were established, participants were called until ten participants from the Qigong group and 

ten participants from the exercise therapy group agreed to a qualitative interview."  

 

3. Reviewer Jennifer Yessis  

 

Thank you very much in your guidance to rework the abstract. To address your comments we 

significantly changed the abstract. It now reads:  

 

"Objectives:  

To improve clinical study developments for elderly populations, we aim to understand how they 

transfer their experiences into validated, standardised self-completed study measurement 

instruments. We analysed how women (mean 78 ± 8 years of age) participating in an RCT cognised 

study instruments used to evaluate outcomes of the intervention.  

Setting:  

The interview study was nested in an RCT on chronic neck pain (Trial registration: 

ISRCTN77108101807) using common measurement instruments situated in an elderly community in 

Berlin, Germany comprised of units for independent and assisted-living options.  

Participants:  

The sample (n=20 women) was selected from the RCT sample (n=117, 95% women, mean age 76 

(SD±8) years). Interview participants were selected using a purposive sampling list based on the RCT 

outcomes . Outcomes:  

We asked participants about their experiences completing the RCT questionnaires. Interviews were 

analysed thematically, then compared to the questionnaires.  

Results:  

Interviewees had difficulties translating complex experiences into a single value on a scale and  

understanding the relationship of the questionnaires to study aims. Interviewees considered important 

for the trial that their actual experiences were understood by trial organisers. This information was not 

transferrable by means of the questionnaires. To rectify these difficulties, interviewees used strategies 

such as adding notes, adding response categories, or skipping an item.  

Conclusion:  

Elderly interview participants understood the importance of completing questionnaires for trial 

success. This led to strategies of completing the questionnaires that resulted in “missing” or 

ambiguous data. To improve data collection in elderly populations, educational materials addressing 

the differential logics should be developed and tested. Pilot testing validated instruments using 

cognitive interviews may be particularly important in such populations. Finally, when the target of an 

intervention is subjective experience it seems important to create a methodby which participants can 

convey their personal experiences. These could be nested qualitative studies."  

 

In the section "data collection" you found a sentence confusing that described our use of protocols for 

the interviews. We have changed the particular sentence as follows:  
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"After each interview, the interviewer completed a standard protocol developed by Miles and 

Hubermann[9] to capture the atmosphere, setting and main themes of the interview."  

 

In the data analysis section we have accepted your changes to make the analysis clearer. In addition 

we have added the word “content analysis according to Mayring.” [10-12]  

 

It now reads as follows:  

"Analysis of the study was multi–layered. As a first step, the qualitative interview materials were read 

by all researchers and analysed independently by JK and JR using content analysis according to 

Mayring. [10-12]. This allowed focusing the analysis on the interview passages in which the 

questionnaires were discussed. The coding scheme was developed based on the emerging themes 

from the interview material by two of the authors (JK and JR) and then refined by the research team 

(all authors)."  

 

To answer your questions regarding missing data in QIBANE we have added in the discussion 

section the following statements on page 14:  

 

"The interviewed women aimed at optimising their data to give a full picture of their experiences and 

in some instances produced data that was then not interpretable anymore from a statistical point of 

view, e.g. two marks on one scale. . However, the range of using these strategies and the amount of 

missing data in the overall study (5% across all measurements and time points) is comparable to 

other RCTs. To minimize such faulty data, it is important to know how the elderly may understand the 

significance of their study participation in order to intervene and improve data collection in this age 

group."  

 

Thank you for pointing out the interesting work on research participants' experiences. We have added 

this in the discussion on page 14. It reads:  

 

"In addition, measurements have been developed that assess participants’ experiences of study 

participation. [6-8]"  

 

To address your questions regarding implications of the study 2e have added on page 16 the 

following statement:  

 

"The need to use cognitive interviewing to improve questionnaires has been voiced[13] before and the 

findings of this study underline the importance of such pilot testing before instruments are used in 

specific populations."  

 

And at the end of the paper we have accepted your suggestions and added some more. It now reads 

at the end of page 16:  

 

"Study participants are a crucial component of clinical trials research as they are necessary for data 

production, but these data necessarily are reductionist and aim to generate data that is comparable 

and quantitative in nature. Individual experiences need to be reworked to fit such criteria as 

comparability and objectivity. Interviewees who had participated in QIBANE knew of their importance 

for the trial. Consequently they seriously considered their task of filling out questionnaires and tried to 

provide the best possible information. However, it was exactly this effort that in some cases led to 

strategies to convey their personal experience as best as possible, that undermined the aims of the 

study to get complete data. To improve data collection, increased effort may have to be invested in 

educating about the ways “experiences” need to be translated into comparative, standardised 

information to be able to use them for clinical trials research and what “accurate” filling out of 
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questionnaires means from a research perspective. Similarly, additional venues to the regularly used 

validated instruments that measure subjective and fluctuating experiences should be implemented to 

enable research participants to voice their experiences. These could include group discussions or 

interviews. Integrating qualitative and quantitative components such as implementation and process 

evaluation in addition to interviews can provide essential information that can improve research with 

this unique and growing population."  

 

To address the comments that you had written directly in the paper, we have made the following 

changes:  

 

In the introduction you ask about the validity of the questionnaires. The study instruments have been 

used and validated in older populations. However, we added this information later in the text as this 

first sentence is more a general sentence on clinical trial methodology. We have added this 

information in the next paragraph which now reads:  

 

"The gold standard to assess subjective study endpoints are valid and reliable instruments. Validity 

corresponds to the question of how well an instrument measures what it intends to measure, such as 

pain intensity.[14] Reliability is established through tests and retests and validity through the 

comparability of a scale with other scales.[15 16] This means that if an instrument is used repeatedly 

and achieves the same results throughout or gives similar results to an instrument that has already 

been validated then its results are considered valid and reliable. For fluctuating, subjective 

experiences, such as pain, reliability and validity of scales only depicts part of the picture. [17-20] The 

experience of pain is influenced by context, meaning, emotional aspects, expectations, attitudes and 

beliefs associated with pain.[18] These aspects make it difficult to know what dimensions pain scales 

capture. Indeed while commonly used one-dimensional pain rating scales such as the reliable Visual 

Analogue Scale (VAS)[21] are considered the gold standard for pain assessment,[22] have been 

validated in various populations, including elderly populations,[23-29] and are more often used in 

clinical practice and research[30]it remains unclear what the meaning of the information that such 

one-dimensional pain scales deliver represents.[31 32] Thus, diagnosing chronic pain poses problems 

to researchers and clinicians, despite existing validated instruments.[33-35]  

As the example of one-dimensional pain scales show, adequate results for commonly used 

performance criteria such as validity and reliability do not necessarily suggest that they suffice for 

depicting complex subjective experiences."  

 

In addition we have added a sentence in the method section after the description of the instruments. 

We wrote on page 6:  

 

"However, they are not satisfactorily validated for the age group under study.[36]"  

 

You asked for more information on pain scales up-front. We have changed the entire first part of the 

introduction to bring this information up-front. It now reads as follows:  

 

"The gold standard to assess subjective study endpoints are valid and reliable instruments. Validity 

corresponds to the question of how well an instrument measures what it intends to measure, such as 

pain intensity.[14] Reliability is established through tests and retests and validity through the 

comparability of a scale with other scales.[15 16] This means that if an instrument is used repeatedly 

and achieves the same results throughout or gives similar results to an instrument that has already 

been validated then its results are considered valid and reliable. For fluctuating, subjective 

experiences, such as pain, reliability and validity of scales only depicts part of a picture. [17-20] The 

experience of pain is influenced by context, meaning, emotional aspects, expectations, attitudes and 

beliefs associated with pain.[18] These aspects make it difficult to know what dimensions pain scales 

capture. Indeed while commonly used one-dimensional pain rating scales such as the reliable Visual 
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Analogue Scale (VAS)[21] are considered the gold standard for pain assessment,[22] have been 

validated in various populations, including elderly populations,[23-29] and are more often used in 

clinical practice and research[30]it remains unclear what the meaning of the information that such 

one-dimensional pain scales deliver represents.[31 32] Thus, diagnosing chronic pain poses problems 

to researchers and clinicians, despite existing validated instruments.[33-35]  

As the example of one-dimensional pain scales show, adequate results for commonly used 

performance criteria such as validity and reliability do not necessarily suggest that they suffice for 

depicting complex subjective experiences."  

 

The sentence to another comment in the introduction no longer exists because we have changed the 

entire introduction. We hope with the changes in the introduction (see previous correction), your 

question has been answered.  

 

 

To address your comment in the study design section, we have changed the sentence as follows:  

 

"Prior to conducting the interviews, the interview guide was piloted in mock interviews with older 

patients with neck pain to ensure that the questions functioned well and the information was received 

as intended by the study aims."  

 

We hope this clarifies the sentence.  

 

 

The recruitment strategy for the interview study were described in a confusing manner. We have 

changed the wording of the section and hope we have thereby addressed all of your questions:  

 

"In order to achieve a diverse selection of interview participants from the quantitative study (QIBANE) 

for the interview study, sampling was based on the results of the primary endpoint of the study. We 

wanted to ensure that the interview sample reflected the entire range of responses to the primary 

endpoint, which was decrease in neck pain as measured by the Visual Analogue Scale (VAS).[1] In 

addition, secondary endpoints such as the Neck Pain and Disability Scale (NPDS)[2] and the quality 

of life questionnaire SF-36 [3] were considered as secondary criteria for sample diversity. Thus, we 

created three groups of QIBANE participants: one group of QIBANE participants who had indicated 

an improvement of symptoms between baseline and follow-up assessments, one group who had 

indicated a worsening in symptoms, and a group composed of those by which there was no change 

between baseline assessment and three month follow-up. In each group, a ranking was established 

that started with the individuals with the largest differences between both assessment points. Once 

the rankings were established, participants were called until ten participants from the Qigong group 

and ten participants from the exercise therapy group agreed to a qualitative interview."  

 

There were some additional comments in the text, all of whom we hope to have addressed in a 

satisfactory manner. We uploaded a document including a table in which all changes and comments 

are described. 

VERSION 2 – REVIEW 

REVIEWER Jennifer Yessis 
Propel Centre for Population Health Impact  
Faculty of Applied Health Sciences  
University of Waterloo  
Canada 

REVIEW RETURNED 20-Feb-2014 
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GENERAL COMMENTS Appreciate changes made to the manuscript, and attention taken to 
reviewer comments.  
 
One minor point: page 11 Line 52, "in order to ensure the 
correctness of the questionnaire"....should it be "in order to ensure 
accurate responses to the questionnaire" or "correct responses..."  
 
Minor typos in abstract - Outcome to be moved.... 
 
The authors addressed reviewers comments completely. Reviewer 
appreciates how thoroughly the authors addressed comments of 
reviewers.  
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